PRILOHA B
Dohodnuta forma redigované smiouvy,
ktera ma byt zverejnéna v souladu se
zakonem ¢. 340/2015 Sb. v registru
smiuv
Smlouva s pracovistém o observacni,

neintervencni studii

EXHIBIT B

Agreed Form of redacted Agreement to be
published in accordance with Act no.

340/2015 Coll. on Contract Register

Observational, Non-Interventional Study
Site Agreement

Tato smlouva s pracovistém o observacni,
neintervencni studii (dale jako ,smlouva“) se
uzavira ke dni posledniho podpisu (datum
konecného podpisu) a je ucinna, jak je

uvedeno v ¢lanku 23 mezi témito stranami:

Fakultni nemocnice Plzen,

Edvarda Benese 1128/13, 305 99 Plzefi, DIC:
CZ00669806, (dale jako ,zdravotnické
zarizeni“),

Alexandra Jungova, bytem XXX , pracovisté
Centrum klinickych studii — FN Plzen -
Edvarda BenesSe 1128/13, 305 99 Plzen

(dale jako ,zkousejici lékar"),
A

MediNeos S.U.R.L., spole¢nost podfizena
vedeni a koordinaci spoleC¢nosti IQVIA
Solutions HQ Ltd, se sidlem na adrese
Modena Viale Virgilio n. 54/U — ITALIE, DIC:

IT 02041030350 (dale jako ,,CRO™)

This Observational, Non-Interventional Study
Site Agreement (“Agreement”), entered into as
of the last date of signature (“Date of Final
Signature™) and effective as set out in Section
23 below, , is entered into by and among:

University Hospital Plzen, located at
Edvarda Benese 1128/13, 305 99 Plzenri, , VAT
NUMBER CZ00669806

(“Institution”),

Alexandra Jungova, located at XXX, working at

Centre of clinical trials— FN Plzed — Edvarda

Benese 1128/13, 305 99 Plzen ("Investigator"),
And

MediNeos S.U.R.L., a company subject to the
direction and coordination of IQVIA Solutions
HQ Ltd, located at Modena Viale Virgilio n. 54/U
- ITALY VAT number IT 02041030350

("CRO")

for the purpose of conducting an observational,

RRMM-5014

[PI Jungoval/[FN Plzeri]
Master

Version 1.2 of 8 Nov 2018

Page 1 of 38




za Ucelem provadéni observacni,
neintervencni vyzkumné studie (dale jako
,studie") popsané v protokolu s ndazvem
,Studie pouZiti ixazomibu v ramci casného
pristupu", RRMM-5014 (dale jako ,protokol"),
Takeda

Pharmaceuticals International AG (dale

jménem spolecnosti
jako ,zadavatel).

Za fadné a primérené protiplnéni, jehoz
prijeti se timto uznava, se zdravotnické
zarizeni, zkousejici l1ékar a CRO timto dohodli

nasledovné:

non-interventional research study (the “Study”)
described in the protocol entitled “Use Via Early

Access to Ixazomib”, RRMM-5014 (the
“Protocol”), on behalf of Takeda
Pharmaceuticals International AG

("Sponsor”).

For good and valuable consideration, receipt of

which is hereby acknowledged, Institution,

Investigator and CRO hereby agree as follows:

1. Studie

a) Protokol je do tohoto dokumentu zaclenén
odkazem a bude rozhodujici pro provadéni
studie. CRO bude mit pravo podle pokyn(
zadavatele  obCas  upravovat  a/nebo
dopliovat protokol po pisemném oznameni
zkousejicimu |ékafi a/nebo zdravotnickému
zarizeni.

b) Zdravotnické zafizeni a zkouSejici lékar
budou odpovidat za provadéni studie na
misté uvedeném na podpisové strané nize
(dale jako ,pracovisté") provadénim nebo
zajisténim provadéni vyzkumnych cinnosti
popsanych v protokolu.

¢) Rozpocet pripojeny k tomuto dokumentu
(dale

Jrozpocet") stanovuje veskeré platby, které

jako priloha A a priloha A-1 jako

1. The Study

a) The Protocol is hereby incorporated by
reference and shall govern the conduct of the
Study. CRO, at the direction of Sponsor, shall
have the right to amend and/or supplement the
Protocol from time to time on written notice to
Investigator and/or Institution.

shall

b) Institution and be

responsible for the conduct of the Study at the

Investigator

location identified on the signature page below
("Site”) by performing or causing to be
performed those research activities described in
the Protocol.

¢) The budget attached hereto as Exhibit A and
Exhibit A-1 (“Budget”) sets forth all of the

payments that CRO, on behalf of Sponsor, shall
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CRO

zdravotnickému zafizeni za provadéni studie,

jménem zadavatele vyplati
jakmile zadavatel vyplati pfislusné castky
CRO. Pokud bude protokol upraven nebo
CRO vyhotovi

pisemné pokyny, kterymi se zvysi nebo snizi

pissmné dodatky a/nebo
cena nebo se zkrati ¢ prodlouzi doba
provadéni studie, CRO a zdravotnické zarizeni
v souladu s tim odsouhlasi Gpravu rozpoctu.

d) Zdravotnické zafizeni a zkousSejici lékar
budou dodrzovat veSkeré podminky a
pozadavky této smlouvy a protokolu. Zaroven
zajisti, aby je dodrZovali i jejich pftislusni
zaméstnanci, zastupci a  dodavatelé.
Zdravotnické zafizeni ani zkouSejici Iékar
nebudou provadét zadné zmény v protokolu,
ani se od né& nebudou odchylovat bez
predchoziho pisemného souhlasu CRO. Pokud
je jakékoli ustanoveni této smlouvy tykajici se
|ékarské nebo védecké stranky provadéni
studie v rozporu s libovolnym ustanovenim
Ve

vSech ostatnich pripadech bude rozhodujici

protokolu, rozhodujici bude protokol.

tato smlouva.

e) Pokud zdravotnické zafizeni a pracovisté

nejsou  stejnym  pravnim  subjektem,

zdravotnické zafizeni prohlasuje, ze je

povéfenym zastupcem pracovisté a mize
podepisovat za pracovisté a Ze takovy podpis
k podminkam této

zavaze pracovisté

pay Institution for the conduct of the Study,
only after the Sponsor advances the related
amounts to CRO. If the Protocol is amended or
CRO issues written amendments and/or written
instructions that increase or decrease the cost
or time of performance of the Study, CRO and
Institution shall agree to amend the budget

accordingly.

d) Institution and Investigator shall comply
with, and each of them shall cause their
respective employees, agents and contractors
to comply with, all of the terms and
requirements of this Agreement and the
Protocol. Neither Institution nor Investigator
shall make any changes to the Protocol or
deviate therefrom without the prior written
consent of the CRO. If any term of this
Agreement regarding the medical or scientific
conduct of the Study is in conflict with any term
of the Protocol, the Protocol shall control. For

all other matters, this Agreement shall control.

e) If Institution and Site are not the same legal
entity, Institution represents it is an authorized
agent of Site and can sign on behalf of Site and
that such execution will bind the Site to the
terms and conditions of this Agreement as if the
Site were a signatory to this Agreement.
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smlouvy, jako by pracovisté bylo stranou
podepisuijici tuto smlouvu.

f) Pokud zdravotnické zafizeni bude pouzivat
k provadéni celé studie nebo jakékoli jeji
Casti, pripadné k poskytovani sluzeb nebo
konkrétnich postupd vyzadovanych
protokolem prostory nebo zafizeni mimo
pracovisté (kazdé jednotlivé jako ,zafizeni'),
pak v souvislosti s kazdym zafizenim

zdravotnické zafizeni:

i. ziskd predchozi pisemny souhlas od
zadavatele s pouzivanim zafizeni;

ii. ziska predchozi pisemny souhlas od
zafizeni s Gcasti ve studii;

iii. bude i naddle plné odpovidat za
veskerou praci vykonanou ci sluzby
poskytnuté zafizenim nebo v zafizeni;
a

iv.  prohlasuje a potvrzuje zadavateli a
CRO, ze zdravotnické zafizeni bude v
zarizeni vyzadovat alespon natolik
prisné podminky, k jakym se
zdravotnické zafizeni zavazuje v této
smlouvé, zejména s ohledem na
provadéni studie, mimo jiné vcetné
uchovavani  zaznaml, zachovani
dbvérnosti, zavazkl tykajicich se dat
a zvefejiovani, vynalezl, osobnich
udajb a propagace.

v.  ZkousSejici Iékar potvrzuje a souhlasi,

ze veskera rozhodnuti nebo

f) If Institution uses any premises or facility
other than the Site to perform all or any portion
of the Study or to provide services or specified
procedures as required by the Protocol (each a
“Facility”), then with respect to each Facility,
Institution:

i.  Shall obtain prior written approval from
the Sponsor to use the Facility;

ii.  Shall obtain prior written consent from
the Facility to participate in the Study;

iii. Shall remain fully responsible for all
work performed or services provided by
or at the Facility; and

iv.  Represents and certifies to Sponsor and
CRO that Institution will hold Facility to
terms at least as stringent as those to
which Institution is bound hereunder,
specifically with regard to the conduct of
the Study, including but not limited to,
record retention, confidentiality, data
and publications obligations, inventions,

personal data, and publicity.

V. Investigator acknowledges and agrees
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konzultace souvisejici s lékarskou péci
a fizenim zarazenych subjektl (mimo
jiné vcéetné rozhodnuti predepsat,
dodat nebo podat jakykoli 1€ék) ucini
zkousejici |ékar (nebo jiny oSetfujici
|ékaF) prfi uplatfiovani rozumného
lékafského UGsudku a v ramci
konzultaci se zarfazenym subjektem,
bez ohledu na to, zda se zafazeny
subjekt Ucastni studie.

that any decisions or advice relating to
the medical care and management of an
enrolled subject (including without
limitation decisions to prescribe, supply,
or administer any medication), shall be
taken by the Investigator (or other
treating phyisician) in the exercise of
reasonable medical judgment and in
consultation with the enrolled subject,
independently of whether or not such
enrolled subject participates in the
Study.

2. Obecné zavazky zkousejiciho Iékare

a) Zkousejici |ékaf bude odpovidat za

nasleduijici:

i.  vykonavani funkce hlavniho
zkousejiciho, jak je vymezeno v
pokynech Mezindrodni rady pro
harmonizaci (International Council for
Harmonization, ICH) definovanych
nize, v ramci studie;

ii. okamzité predloZeni svého zivotopisu

a zivotopisti vSech spoluzkousejicich

CRO;
ii.  ziskani pisemného souhlasu
institucionalni revizni komise

(Institutional Review Board, IRB) /
etické komise (dale jako ,IRB/EK")

2. General Obligations of Investigator

a) The Investigator shall be responsible for:

serving as the Principal Investigator as
defined in the ICH Guidelines,
(International Council for Harmonization,
ICH) as defined below, for the Study;

promptly submitting to CRO, a
curriculum vitae for himself/herself and
any sub-investigator;

if applicable, obtaining the written
approval of Investigator’s Institutional
Review Board/ethics committee
("IRB/EC") of the Protocol and any
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zkousejiciho Iékafe v souvislosti s
protokolem a veskerymi jeho dodatky,
vyzaduje-li se;

iv.  ziskani pisemného souhlasu CRO,
zadavatele a IRB/EK (dle situace)
tykajiciho se:

1) formuladfe informovaného souhlasu
(dale jako ,informovany souhlas")
podepsaného subjekty zarazenymi do
studie; a

2) svoleni (bud’ samostatné nebo v ramci
informovaného souhlasu) podepsané
subjektem nebo jeho jménem
umoziujiciho prenos zdravotnich a
jinych osobnich (dajd v souladu s
platnymi  zdkony, predpisy a
narizenimi  (ddle jako ,svoleni
subjektu").

v. osobni provadéni nebo dohled nad
studii na pracovisti; a

vi.  Uplnd spoluprace se zadavatelem a
CRO pri provadéni studie, mimo jiné
v€etné umoznéni navstév pracoviste,
v€asného vyhotoveni a predkladani
zaznaml subjektl hodnoceni a
poskytnuti  pfistupu ke studijnim

zaznamlm (jak jsou definovany nize).

Bez predchoziho pisemného  souhlasu
zadavatele nebo CRO nebude mozné

provadét zadné zmény vySe uvedenych

1)

2)

Vi.

amendments thereto;

obtaining the written approval of CRO,
Sponsor and the IRB/EC (if applicable)
of:

the form of informed consent
(“Informed Consent”) signed by subjects
enrolling in the Study; and

the authorization (either separately or
included in the Informed Consent),
signed by or on behalf of such subject
permitting the transfer of health and
other personal information pursuant to
the applicable laws, regulations and
guidelines (“Subject Authorization”).

personally conducting or supervising the
Study at the Site; and

fully cooperating with Sponsor and CRO
in the conduct of the Study, including,
without limitation, permitting Site visits,
preparing and submitting case report
forms on a timely basis and providing
access to Study Records (defined
below).

No changes to the documents above shall be

made without prior Sponsor or CRO approval in
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dokumentd.

b) Zdravotnické zafizeni a zkousSejici lékar
budou dodrzovat (a zajisti, aby tak Ccinili i
jejich  prislusni  zaméstnanci,  zastupci,
subdodavatelé ¢i jiny personal Ucastnici se
provadéni klinického hodnoceni) nasledujici

ustanoveni:

i. vSechny pozadavky protokolu a
veskeré jeho dodatky a doplrky, které
budou sdélovany pisemné, jak je
uvedeno vyse;

ii. vSechny podminky uvedené v
souhlasu IRB/EK;

iii. vSechny platné zakony a predpisy,
mimo jiné vietné [vlozte nazvy

veskerych narodnich zakond tykajicich

se neintervencnich, observacnich
vyzkumnych studii];

iv.  pokyny pro spravnou Kklinickou praxi
(dle situace);

v.  harmonizované tripartitni smérnice

ICH pro spravnou klinickou praxi (dale

jen jako ,pokyny ICH") (dle situace);

vi.  pokyny pro spravnou
farmakoepidemiologickou praxi; a

vii.  veSkeré dalsi relevantni pokyny
tykajici se neintervencnich,
observacnich  vyzkumnych  studii

platné v daném okamziku.

writing.

b) Institution and Investigator shall comply

with, and each of them shall cause their

respective employees, agents, sub-contractor(s)

or other personnel participating in the conduct

of the Study, to comply with:

Vi,

vii.

all requirements of the Protocol and any
amendments or supplements thereto
which are communicated in writing as
contemplated above;

all conditions specified in the IRB/EC
approval;

laws and

all applicable regulations,

including without limitation, [insert

names any relevant national laws

relating to non-interventional,
observational research studies];
Good Clinical

applicable);

Practice Guidelines (as

the ICH Harmonized Tripartite Guideline
for  Good ("ICH
Guidelines”) (as applicable);

Clinical  Practice

Good Pharmacoepidemiology Practice
Guidelines; and

all other relevant guidances relating to
non-interventional, observational
research studies from time to time in

force.
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3. Zahajeni studie a nabor subjektd

a) Pokud to zadavatel nebo CRO vyzaduiji,
zkousejici 1ékaf se dostavi a ucastni schlizky
tykajici se studie, pokud zadavatel nebo jeho
povérena osoba proplati zkousejicimu |ékafi
primérené a nezbytné cestovné a noclezné
vzniklé pfi Ucasti na takovych schlizkach.
Ucetni doklady k takovym schiizkdm musi byt
predloZzeny zadavateli nebo jeho povérené
osobé do Sedesati (60) dni od data schilizky.
Zadavatel nebo jeho povérena osoba proplati
tyto vydaje do tficeti (30) dni od obdrzeni
primérené dokumentace k témto vydajiim.

b) Zdravotnické zafizeni a zkouSejici lékar
berou na védomi, ze zadavatel a CRO si
vyhrazuji pravo kdykoli omezit vstup ¢i nabor
subjektd.

c) Zdravotnické zafizeni ani zkousejici lékar
nepovoli Uhradu jakychkoli poplatkl jinému
Iékafi za doporucovani subjektd.

d) Zadny subjekt nesmi byt do studie

zarazen, dokud zkousejici Iékar neobdrzel:

i. schvaleny informovany  souhlas
podepsany kazdym subjektem nebo
jeho jménem; a

ii. schvalené svoleni subjektu.

3. Study Initiation and Subject Enrollment

a) If Sponsor or CRO requests, Investigator
shall attend and participate in a meeting
concerning the study, provided Sponsor or
Sponsor’s designee will reimburse Investigator
for reasonable and necessary travel and lodging
expenses incurred to attend such meeting(s).
The receipts for such meeting(s) must be
submitted to Sponsor or Sponsor's designee
within sixty (60) days of the date of the
meeting. Sponsor or Sponsor’s designee shall
make such reimbursements within thirty (30)
days of receiving reasonable documentation of
such expenses.

b) Institution and Investigator acknowledge
that Sponsor and CRO reserve the right to limit
entry or enrollment of subjects at any time.

¢) Neither Institution nor Investigator shall
permit the payment of any fees to another
physician for the referral of subjects.

e) No subject may be enrolled in the Study
without the Investigator first obtaining:

i. an approved Informed Consent signed

by or on behalf of each subject; and

ii. an approved Subject Authorization.

4. Materialy dodané spolecnosti Takeda

a) CRO nebo jiny fadné povéreny zastupce

4. Takeda Supplies

a) CRO or another duly authorized agent of
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zadavatele na ndklady zadavatele doda
zdravotnickému zafizeni nebo zkousejicimu
lékari zaznamy subjektd hodnoceni (dale jako
»Zaznam subjektu hodnoceni"), do kterych se
zaznamenavaji data ze studie. Jelikoz je tato
studie observacni a neintervencni, zadavatel
neni odpovédny za zajistovani Zadnych €k
¢i jinych materiald pro diagnostické Gcely Ci
lécbu subjektl ve studii.

Sponsor, shall supply Institution or Investigator,
at Sponsor’s expense, with case report forms
("Case Report Forms”) for the recording of
Study data. Since this is an observational, non-
interventional study, Sponsor is not responsible
for providing any medications or other supplies
for the diagnosis or treatment of subjects in the
Study.

5. Studijni zaznamy

a) Pojem ,studijni zaznamy" predstavuje
souhrnné veskerou dokumentaci a jiné
zaznamy (v pisemné Ci elektronické podobe)
souvisejici s provadénim studie.

b) VSechny studijni zdznamy museji byt
(5) let po

dokonceni studie na vSech pracovistich,

uchovavany nejméné pét
pripadné po jinou dobu pro dodrzeni obdobi
archivace uvedeného v protokolu nebo
vyzadovaného mistnimi  zakony/predpisy,
podle toho, které obdobi je delsi.

¢) V Zadném pripad€, a to mimo jiné ani po
uplynuti platnosti vySe uvedenych obdobi
archivace, neodstrani zdravotnické zarizeni Ci
zkousejici lékaf z pracovisté ani neznici
studijni zaznamy bez predchoziho pisemného

souhlasu zadavatele.

5. Study Records

a) The term "“Study Records” shall mean,

collectively, all documentation and other

records (whether in written or electronic
format) related to the conduct of the Study.

b) All Study Records must be retained for a
minimum of five (5) years following completion
of the Study at all sites, or otherwise in
accordance with any retention period set forth
Protocol or local

in the required by

law/regulations, whichever is longer.

¢) In no event, including without limitation
expiration of the retention periods above, shall
either Institution or Investigator remove from
the Site or destroy any Study Records without
the prior written consent of Sponsor.
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6. Odména
Zadavatel poskytne prostiednictvim CRO
financni podporu za provadéni studie v
souladu s timto c¢lankem a ustanovenimi
uvedenymi v rozpoctu.
a) Rozpocet stanovuje maximalni castku,
ktera bude vyplacena za provadéni studie.
Pokud se strany pisemné nedohodnou jinak,
vSechny odmény a platby budou poukazany

primo zdravotnickému zafizeni.

b) Pokud CRO naplanuje navstévu pracovisté
k prezkoumani dat, zkousejici Iékar bude mit
veskera primérené dostupna data ziskana az
do predchoziho dne kompletni a pfipravena k
hodnoceni.
c) Zdravotnické zafizeni je odpovédny za
veskeré platby dani, které vzniknou na
hodnoceni
DPH bude

pripoctena dle platnych pravnich predpist.

zakladé provedeni klinického

v prostorach  poskytovatele.
d) Zdravotnické zarfizeni bude vyhradné
odpovédné za veskera financni ujednani se
zkousejicim Iékarem za jeho provadéni
studie. V Zadném pripadé nebudou zadavatel
¢i CRO odpovidat za uUhrady zkousejicimu
|ékari.

e) Zdravotnické zarizeni a zkousejici lékar

jednotlivé potvrzuji, ze odména vyplacena

6. Compensation

Sponsor, through CRO, shall provide financial
support for the Study in accordance with this
Section and the provisions set forth in the
Budget.

a) The Budget indicates the maximum amount
that will be paid for the conduct of the Study.
Unless the parties otherwise consent in writing,
all compensation and payments shall be made
directly to Institution.

b) If CRO schedules a Site visit to review data,
Investigator shall have all reasonably available
data obtained through the preceding day
complete and ready for evaluation.

c) The Institution shall be responsible for all
payments of taxes charged on grounds of the
clinical study performance. VAT shall be added
according to the applicable law.

d) Institution shall be solely responsible for all
financial arrangements with Investigator for
his/her conduct of the Study. In no event shall
Sponsor or CRO be responsible for making any

payments to Investigator.

e) Institution and Investigator each hereby
acknowledge that any compensation paid by
Sponsor or CRO to Institution:
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zadavatelem nebo CRO zdravotnickému

zarizeni:

i. predstavuje spravedlivou trzni
hodnotu sluzeb provadénych podle
této smlouvy;

ii. neni vyplacena vyménou za primy i
nepfimy  souhlas  zdravotnického

zarizeni nebo zkousejiciho |ékare s

doporucovanim nebo  poskytnutim

souhlasného stanoviska k produkt@im
ovliviiovani

zadavatele nebo

rozhodnuti  zdravotnického  zafizeni
nebo zkousejiciho Iékare tykajiciho se
|ékopisu, predepisovani nebo vydeje;
a

iii. nebere v Uvahu objem i hodnotu
doporuceni ze strany zdravotnického

zarizeni nebo zkousejiciho Iékare.

f) U vSech sluzeb vyzadovanych podle
souhlasil s
bude

zadavatel vyhradnim zdrojem této odmény

protokolu, u nichz zadavatel

poskytnutim  finan¢ni  odmény,
poskytované prostrednictvim CRO. Z&dna

Cast klinického hodnoceni nebude
financovana z prostfedkl treti strany, a to
mimo jiné vcetné financnich prostiedkld od
vlady nebo vladniho Ufadu, bez predchoziho
pisemného souhlasu zadavatele, s vyjimkou
platch treti strany. Zdravotnické zafizeni ani

zkousejici |ékaf nebudou usilovat o financni

Institution nor

reimbursement

constitutes fair market value for services

performed hereunder;

is not given in exchange for any explicit
or implicit agreement by Institution or
Investigator to recommend or provide
favorable status for any of Sponsor’s
products or to influence Institution’s or
Investigator’s formulary, prescribing or

dispensing decisions; and

does not take into account the volume
or value of any referrals generated by

Institution or Investigator.

f) For all services required under the Protocol
for which Sponsor has agreed to provide
compensation, Sponsor, through CRO, will be
the sole source of compensation. No part of the
Study shall be conducted with funding from any
third parties, including without limitation, any
government or government agency funding,
without the prior written consent of Sponsor
with the exception of third party payors. Neither

Investigator ~ will  seek

from any government

healthcare program or third party payor for
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nahradu ze statnich zdravotnickych program(
nebo od platcd tretich stran za Castky
vyplacené zadavatelem nebo jeho jménem.
g) Aby mohla byt faktura proplacena, musi
byt zaslana data Uplna a spravna. Pro Uplnost
a spravnost dat je nutné, aby kazdy subjekt
mél  podepsany informovany  souhlas
schvaleny IRB/EK, vztahuje-li se, dale svoleni
subjektu, pokud se poskytuje nezavisle na
informovaném souhlasu, a pokud se to
vztahuje, je tfeba vyplnit zaznamy subjektu
hodnoceni s vyvinutim ,maximalniho Usili",
pricemz vSechna vynechana data musi byt
uspokojivé vysvétlena.

h) Zdravotnické zafizeni a zkouSejici lékar
jsou srozuméni s tim, Zze CRO bude hlasit
odménu vyplacenou podle této smlouvy
zadavateli a zadavatel bude hlasit tyto platby
do té miry, v jaké se dle svého vylucného
nazoru domniva, ze je musi hlasit v souladu s
platnymi zakony, predpisy nebo praktickymi

oborovymi zasadami.

amounts paid by or on behalf of Sponsor.

the data
submitted must be complete and correct. For

g) To be eligible for payment,

data to be complete and correct, each subject
IRB/EC-approved
if applicable, a Subject

must have signed an
Informed Consent,
Authorization, if separate from the Informed
Consent and if applicable, and Case Report
Forms must have been completed on a “best
efforts” basis, with all omissions satisfactorily

explained.

h) Institution and Investigator understand that
CRO will report the compensation paid under
this Agreement to Sponsor, and Sponsor will
report such payments to the extent Sponsor, in
its sole opinion, believes that it is required to do
so by applicable laws, regulations or industry

practice codes.

7. Inspekce a audity

a) Zadavatel a CRO (a vsichni jejich radné
povéreni zastupci) budou mit pravo, po
dostatecné predem oznameném upozornéni,
ve vzajemné ujednanych terminech, provést
kontrolu pracovisté a studijnich zaznamd

zkousejiciho 1ékare, zdravotnického zafizeni a

7. Inspections and Audits

a) Sponsor and CRO (and any duly authorized
agents of either of them) shall have the right,
upon reasonable notice and at mutually
agreeable times, to inspect the Site and Study
Records of Investigator, Institution, any sub-
investigator

and any employee, agent or
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spoluzkousejicho a u veskerych jejich

zameéstnanctl, zastupct ¢ dodavateld.

b) Vladni urady nebo jiné prislusné regulacni
Urady (at’ uz mistni, ¢i zahranicni) budou mit
pravo kdykoli provést kontrolu pracovisté a
studijnich  zaznam@  zkousSejiciho lékare,
zdravotnického zafizeni a spoluzkousejicich a
u veskerych jejich zaméstnancli, zastupcl Ci
dodavatell. Zdravotnické zafizeni a/nebo
zkousejici Iékar budou neprodlené (predem,
pokud to bude mozné) informovat zadavatele
o jakémkoli auditu nebo kontrole ze strany
regulacniho Uradu nebo IRB/EK v souvislosti
se studii, a pokud to bude mozné, umozni
zadavateli nebo jim povérené osobé Ucastnit
se takového auditu Ci kontroly. Na zadost
CRO nebo zadavatele predaji zdravotnické
zarizeni a zkousejici |ékaf CRO a/nebo
zadavateli kopie vesSkerych informaci pfimo
souvisejicich se studii, které vyzaduje jakykoli
Urad,

byly

mistni anebo zahrani¢ni regulacni

pfipadné které takovému organu

poskytnuty nebo od néj prijaty.

c) Informace ziskané z kontrol ze strany
zadavatele nebo jeho jménem mohou byt
sdileny mezi zadavatelem a CRO a jejich
prislusnymi pridruzenymi subjekty,
obchodnimi partnery a zastupci.

Pokud takova kontrola zjisti nedodrzeni této

contractor of any of them.

b) Government agencies or other appropriate
regulatory authorities (whether local or foreign)
shall have the right to inspect, at any time, the
Site and Study Records of
Institution,

Investigator,

any sub-investigator and any
employee, agent or contractor of any of them.
Institution and/or Investigator shall promptly (in
advance, when practicable) notify Sponsor of
any audit or inspection by a regulatory authority
or IRB/EC related to the Study, and when
practicable, will permit Sponsor or its designee
to be present at such audit or inspection. Upon
CRO’s or Sponsor’s request, Institution and
Investigator shall provide CRO and/or Sponsor
copies of any information directly related to the
Study requested by, provided to or received by

any local and/or foreign regulatory agency.

¢) Information obtained from inspections by or
on behalf of Sponsor may be shared among
Sponsor and CRO and their respective affiliates,
business partners and representatives.

d) If any such inspection discloses any non-

compliance with this Agreement, Sponsor
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zadavatel CRO

opravnéni zajistit jeji dodrzovani a ukoncit

smlouvy, a/nebo jsou
Ucast zdravotnického zafizeni a zkousejiciho

lékare ve studii.

and/or CRO is entitled to secure compliance and

terminate  Institution’s and Investigator’s

participation in the Study.

8. Osvédceni o nevydani zakazu cCinnosti

Zdravotnické zarizeni a zkousejici lékar timto
potvrzuji, Zze ani jeden z nich, ani jejich
zaméstnanci,  zastupci,  spoluzkousejici,
dodavatelé nebo jakakoli jina osoba Ci
subjekt zapojeny v jakémkoli rozsahu do
studie (a) nemaji zakazanou dcinnost ani
nejsou jinym zplsobem vylouceni i
nezplsobili a ani se podle jejich nejlepsiho
védomi u nich nezvazuje zdkaz Ccinnosti,
vylouceni & nezplsobilost v souladu s
jakymkoli platnym zakonem Ci predpisem, (b)
nejsou jinym zplsobem nezplsobilymi k
provadéni klinické vyzkumné studie nebo
takova jejich cinnost neni pozastavena, (c)
nejsou vylouceni, nemaji zakaz cinnosti,
nebyla jim pozastavena Cinnost nebo nejsou
jinym zplsobem nezplsobilymi k ucasti ve
nebo

zdravotnickych  programech jinych

programech  verejnych ¢ neverejnych
zakazek, (d) nebyli odsouzeni za trestny ¢in v
souvislosti se zajiStovanim zdravotnickych
prostiedkl nebo sluzeb, ani (e) na né nebylo
uvaleno jiné omezeni ¢i postih ze strany

amerického Ufadu pro kontrolu potravin a

8. Debarment Certification

Institution and Investigator hereby certify that
neither of them, nor any of their employees,
agents, sub-investigators, contractors, or any
other person or entity used in any capacity in
connection with the Study (a) has been
debarred or otherwise excluded or disqualified,
or, to the best of its or their knowledge, is
under consideration for debarment, exclusion,
or disqualification, under any applicable law or
regulation , (b) is otherwise disqualified or
suspended from performing a clinical research
study, (c) is excluded, debarred, suspended, or
rendered otherwise ineligible to participate in
healthcare programs or in procurement or non-
procurement programs or from similar
programs, (d) has been convicted of a criminal
offense related to the provision of healthcare
items or services, or (e) is otherwise subject to
any restrictions or sanctions by the FDA or any
other government agency or relevant health
authority. If Institution and Investigator
receives notice of or otherwise becomes aware
of any such actual or proposed debarment,
disqualification,

suspension, exclusion,
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léCiv (Food and Drug Administration, FDA)
nebo jiného vladniho Urfadu ¢&i prislusného
Pokud

zarizeni a zkousejici lékar obdrzi oznameni Ci

zdravotniho  Uradu. zdravotnické

se jinym zplsobem dozvi o jakémkoli
takovém existujicim ¢i navrhovaném zakazu
¢innosti, nezpdsobilosti, pozastaveni ¢innosti,
vylouceni, usvédceni, omezeni ¢i postihu

nebo jakémkoli Setfeni, které by mohlo vést k

conviction, restriction, or sanction or any
investigation that could lead to such an action
against any person participating in the conduct
of the Study, Institution and Investigator shall
notify CRO in writing within two (2) business

days.

takovému opatfeni Vva¢i jakékoli osobé
podilejici  se na  provadéni  sluzeb,
zdravotnické zafizeni a zkouSejici Iékar
upozorni CRO pisemné do dvou (2)
pracovnich dni.
9. Celistvost dat 9. Data Integrity
Zdravotnické zarizeni a zkouSejici Iékar | Institution and Investigator certify that any data

potvrzuji, Ze data predanda CRO nebo

zadavateli budou presna. Zdravotnické
zarizeni a zkousejici |ékar dale berou na
védomi, Ze data vymyslena, zfalSovana Cdi
pozménéna zdravotnickym zarizenim,
zkouSejicim lékarem nebo jejich prislusSnymi
zaméstnanci, zastupci nebo dodavateli dat o
subjektech ¢i jinych (dajich zajistovanych
zdravotnickym zafizenim nebo zkouSejicim
lékafem podle této smlouvy mohou vést k
trestnimu Fizeni a/nebo spravnimu Fizeni proti
zkousejicimu

zdravotnickému zafizeni a

lékafi. Uznani viny mlze dale vést k zahajeni

supplied to CRO or Sponsor will be accurate.

Institution and Investigator further

acknowledge that fabrication, falsification or
alteration by Institution, Investigator or any of
their  respective

employees, agents, or

contractors of any subject data or other
by
Investigator pursuant to this Agreement may

information  provided Institution  or
result in criminal and/or administrative actions
against Institution and Investigator. Such a
conviction could also lead to debarment
proceedings. Institution and Investigator will

immediately notify Sponsor and CRO if such
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fizeni o zakazu Cinnosti. Zdravotnické zarizeni

a zkouSejici lékar budou neprodlené
informovat zadavatele a CRO, pokud proti
nim bude zahdjeno trestni nebo spravni

fizeni.

criminal or administrative actions are brought

against them.

10. Micenlivost a zavazek nepouzivani

informaci

a) VsSechny udaje, které zdravotnickému
zarizeni a zkousejicimu lékari predaji CRO,
zadavatel nebo jejich zastupce (mimo jiné

véetné podminek této smlouvy, protokolu,

technickych  Udajli, postupli,  metod,
slouceniny nebo slozeni pripravku) (s
vyjimkou zdznam o pacientech) a

vyvinutych inovaci (jak jsou definované v
Casti 11(b)) budou povazovany za vyhradni
majetek a dOvérné informace zadavatele
nebo jeho povérené osoby (dale jako
,d0vérné informace"). Béhem doby trvani
této smlouvy a obdobi deseti (10) let po
ukonceni studie na vSech pracovistich
nepredaji zdravotnické zarizeni a zkouSejici
lékar tyto informace Zadné treti strané ani je
nepouziji k jinému ucelu, nez je provadéni
studie.

b) Zavazek zachovani micenlivosti v tomto
¢lanku se nevztahuje na informace, pro néz

plati nasleduijici:

i. zadavatel nebo CRO udeéli

10. Confidentiality and Non-Use

a) All information provided to Institution and
by CRO,
representative of either of them (including,

Investigator Sponsor, or any
without limitation, the terms of this Agreement,
the

procedure, method, compound or formulation)

Protocol, any technical information,
(excluding patient records) and Developments
(as defined in Section 11(b) shall be deemed
the sole property and confidential information
of Sponsor or its designee (“Confidential
the this

Agreement and for a period of ten (10) years

Information”).  During term  of
after completion of the Study at all sites,
Institution and Investigator shall not disclose to
any third party or use such information for any

purpose other than the conduct of the Study.

b) The confidentiality obligations of this Section
shall not apply to information that:

i. Sponsor or CRO gives Institution or
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zdravotnickému zarizeni nebo
zkousejicimu |ékari pisemné svoleni s
jejich uzivanim ¢i zpfistupnénim;

ii. predani informace IRB/EK, subjektu,
mistnim regulacnim uradm nebo FDA
vyzaduje zakon nebo predpis;

ii. informace jsou verejné znamé nebo
se stanou verejné znamymi, ne vsak v
disledku  konani ¢  nekonani
zdravotnického zarizeni nebo
zkousejiciho lékare;

iv. informace byly ve vlastnictvi
zdravotnického zarizeni a/nebo
zkousSejiciho Iékare, coz je mozné
dokadzat pisemnymi zdznamy, pred
prijetim nebo predanim ze strany
zadavatele nebo CRO;

v.  zdravotnické zafizeni nebo zkouSejici
|ékar ziskali informace od treti strany,
ktera nebyla vazana  zadnym
zavazkem milcenlivosti a ani k nému
nezavazala zdravotnické zarizeni nebo
zkousejiciho lékare; nebo

vi.  informace nezavisle vyvinuli
zaméstnanci zdravotnického zafizeni
nebo zkousejiciho lékare, ktefi neméli
pristup k dlvérnym informacim ani je

neznali.

¢) V rozsahu, ve kterém je pouziti nebo

zpristupnéni  vySe uvedenych informaci

Vi,

Investigator, written permission to use

or disclose;

is required by law or regulation to be
disclosed to the IRB/EC, the subject,
local regulatory agencies, or the FDA;

is or becomes public knowledge through
no act or omission of Institution or

Investigator;

was in the possession of Institution
and/or Investigator, as evidenced by
written records prior to receipt or

disclosure by Sponsor or CRO;

was disclosed to Institution or
Investigator by a third party who was
not bound by any confidentiality
restriction and did not so bind Institution

or Investigator; or

was independently developed by
employees of Institution or Investigator
who had no access to, or knowledge of

Confidential Information.

c) To the extent any use or disclosure of the

foregoing information is desired, Investigator
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Zadouci, budou zkousejici lékar a/nebo
zdravotnické zafizeni neprodlené pisemné
informovat zadavatele nebo CRO, pficemz
nepouZziji ani nezpfistupni zadné d0vérné
informace, dokud neziskaji pisemny souhlas

zadavatele nebo CRO.

d) Nic v této smlouvé nebude vykladano jako

branéni  zkousejicimu  lékafi  a/nebo
zdravotnickému zafizeni ve zpristupfovani
dlvérnych informaci, které jsou vyzadovany
zakonem nebo na zakladé soudniho prikazu Ci
jiného vladniho prikazu nebo zadosti, pokud v
kazdém takovém pripadé zkouSejici |ékar
a/nebo zdravotnické zarizeni budou vcas
informovat CRO a zadavatele a zkouSejici
|ékaf a/nebo zdravotnické zafizeni vynaloZi
veskeré rozumné mozné Usili, aby v rozsahu,
v jakém je to mozné, primérené omezili
zpristupnéni Udajd a zachovali dUvérnost
téchto dlvérnych informaci.

e) Zkousejici lékar a zdravotnické zafizeni
budou odpovidat za to, Ze jejich prislusni
zameéstnanci, zastupci a dodavatelé budou
vazani stejnymi ustanovenimi o zachovani
micenlivosti a nepouzivani informaci.
Podminky  zachovani mlcéenlivosti a
nepouzivani uvedené v tomto dokumentu
predchozi  podminky

nahradi  veSkeré

zachovani  micenlivosti a  nepouzivani

sjednané stranami v souvislosti se studii,

and/or Institution shall promptly notify Sponsor
or CRO in writing and shall not use or disclose
any Confidential Information until Sponsor or
CRO gives written consent.

d) Nothing in this Agreement shall be construed
to restrict Investigator and/or Institution from
disclosing the Confidential Information as
required by law or court order or other
governmental order or request, provided in
each case Investigator and/or Institution shall
inform  CRO

Investigator and/or Institution shall use all

timely and Sponsor and
reasonable efforts to limit the disclosure and
maintain the confidentiality of such Confidential

Information to the extent reasonably possible.

shall be

responsible for ensuring that their respective

e) Investigator and Institution

employees, agents, and contractors are
obligated to these same terms of confidentiality
and non-use.

f) The terms of confidentiality and non-use set
forth herein shall supersede any prior terms of
confidentiality and non-use agreed to by the
parties in connection with the Study, provided

however the Investigator authorization provided
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avsak za predpokladu, Ze souhlas
zkousejiciho |ékare uvedeny ve smlouvé o
zachovani micenlivosti bude i nadale platny a

acinny.

in the confidentiality agreement shall continue
in full force and effect.

11. Data a publikace

a) Pokud se studie provadi

multicentricka

jako

vyzkumna studie, prvni
publikovani vysledkl studie bude mit podobu
multicentrické publikace, jejiz autory budou
zkousejici Iékari této studie. Pokud vsSak
multicentricka publikace nebude predlozena
do osmnacti (18) mésicl od dokonceni nebo
pred¢asného ukonceni studie na vSech

pracovistich,  zdravotnické  zafizeni a
zkousejici Iékaf mohou publikovat vysledky
studie ve zdravotnickém zafizeni v souladu s
timto bodem.

b) Zkousejici 1ékar a zdravotnické zarizeni
predaji zadavateli kopii navrhu publikace Ci
prezentace k prezkoumani a pripominkovani
nejméné cCtyricet pét (45) dni pred touto
prezentaci nebo odeslanim k publikovani. Po
uplynuti této Ihlty Ctyficeti péti (45) dni
mohou zkousSejici lékar a zdravotnické
zarizeni pristoupit k prezentaci nebo odeslani
k publikaci, pokud zadavatel neinformoval
zkousejiciho lékare a zdravotnické zafizeni
pisemné, Ze navrhovana publikace a/nebo

prezentace obsahuje d0vérné informace.

11. Data and Publications

a) If the Study is being conducted as part of a
multi-center research study, the first publication
of the results of the Study shall be in the form
of a multi-center publication authored by
investigators in this Study. However, if a multi-
center publication is not submitted within
eighteen (18) months following completion or
termination of the Study at all sites, Institution
and Investigator may publish Institution’s Study

results in accordance with this Section.

b) Investigator and Institution will provide

Sponsor with a copy of any proposed
publication or presentation for review and
comment at least forty-five (45) days prior to
such presentation or submission for publication.
At the expiration of such forty (45) day period,
Investigator and Institution may proceed with
the presentation or submission for publication

unless Sponsor has notified Investigator and

Institution in writing that such proposed
publication and/or presentation discloses
Confidential Information. Investigator and
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Zkousejici lékaf a zdravotnické zafizeni se
timto zavazuji pred publikovanim provést
jakékoli Upravy nebo vymazy, které budou
nezbytné k tomu, aby nedoslo ke zverejnéni
dbvérnych Udajd. Kromé toho na zadost
zkousejici  1ékaf  a

zadavatele pozdrzi

zdravotnické  zafizeni  publikovani  nebo
prezentaci o dalSich devadesat (90) dni, aby
zadavateli umoznili pfijmout nezbytné kroky k

ochrané svého dusevniho vlastnictvi.

C) Zdravotnické zarizeni a zkouSejici lékar
budou udrzovat navrh publikace v dGvérnosti
béhem obdobi prezkumu, ktera jsou popsana
v této smlouvé, a naleZité prihlédnou ke

vSéem pripominkam ze strany zadavatele.

d) Zadavatel bude mit neomezené pravo

pouzivat, vCetné prava na publikovani,
veskera data a Udaje ze studie bez souhlasu
zkouSejiciho lékare nebo zdravotnického
zarizeni, a to v souladu s veSkerymi platnymi
zakony a predpisy, pricemz se rozumi, ze
bude

Zdravotnické zarizeni

zachovana  dlvérnost  subjektd.

a zkousejici lékar
nepouziji data vytvorenda béhem studie ani
vysledky studie k jinému Gcelu, nez je péce o
subjekt ¢i k internim vyzkumnym Gceldm.
Interni vyzkumné Ucely znamenaiji interni,
neobchodni vyzkumné cinnosti, které nejsou
treti vyjimkou

financovany stranou (s

Institution hereby agree to make any changes
or deletions prior to publication necessary to
prevent disclosure of Confidential Information.
Further, the
Investigator and

upon request of Sponsor,

Institution  will  delay
publication or presentation an additional ninety
(90) days to permit Sponsor to take necessary
property

actions to protect its intellectual

interests.

c) Institution and Investigator will keep the
proposed publication confidential during the
review periods described herein and will give
due consideration to all comments provided by
Sponsor.

d) Sponsor shall have the unrestricted right to
use, including the right to publish, any data and
information from the Study without the consent
of Investigator or Institution, subject to any
applicable laws and regulations, it being
understood that subject confidentiality will be
maintained. Institution and Investigator will not
use data generated during the Study or results
of the Study for any purpose other than care of
a subject or for internal research purposes.
Internal research purposes means internal, non-
commercial research activities that are not
funded by a third party (other

government agency).

than a
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vladniho uradu).

e) Zkousejici |ékar a zdravotnické zarizeni bez

jakékoli dalsi kompenzace  poskytnou
zadavateli soucinnost pfi zajiStovani dotiskd
veskerych  publikaci  zkouSejiciho Iékare

vzniklych na zakladé studie.

Ochrana udajl

Pfed zahdjenim studie a v jejim pribéhu
budou CRO a/nebo zadavatel pozadovat,
shromazdovat a uchovavat osobni Udaje
zkouSejiciho lékare a ostatniho personalu
studie (dale jako ,subjekty udajl“), které
mohou zahrnovat jejich jméno, kontaktni
Udaje a jiné osobni identifikovatelné Uudaje,
napr. pracovni zkuSenosti a odborné
kvalifikace, publikace, Zivotopisy a Udaje o
vzdélani. Dale je mozné predavat tyto osobni
Udaje jinym stranam sidlicim v zemich po
celém svété (napr. Velka Britanie, Spojené
staty americké a Japonsko), vcetné téchto
(if)
subjekty a

stran: (i) pridruzené subjekty CRO;

zadavatel, jeho pridruzené
licencovani partnefi; (iii) obchodni partnefi
spolupracujici  se
subjekty a

partnery; (iv) regulacni Urady a jiné zdravotni

zadavatelem, jeho

pridruzenymi licencovanymi
Urady; (v) instituciondlni revizni komise a
etické komise a (vi) monitofi a auditofi

studie.

e) Investigator and Institution, without any
additional compensation, will assist Sponsor in
obtaining  reprints  of

any Investigator

publication(s) resulting from the Study.

Data Protection
Prior to and during the Study, CRO and/or

Sponsor will request, collect and retain personal

information of Investigator and other Study
staff ("Data Subjects”), which may include their
name, contact details and other personally

identifiable  information, such as work

experience and professional qualifications,

publications, resumes, and educational

this

information may be transferred to other parties

background. In addition, personal
located in countries throughout the world (e.g.,
the United Kingdom, United States and Japan),
including the following: (i) CRO’s affiliates; (ii)
the Sponsor, its affiliates and licensing partners;
(iii) business partners assisting the Sponsor, its
affiliates and licensing partners; (iv) regulatory
v)
Ethics

Committees and (vi) study monitors and

agencies and other health authorities;

Institutional Review Boards and
auditors.
The Data Subject’s personal information may be

retained, processed and transferred by CRO and
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CRO a tyto ostatni strany mohou uchovavat,
zpracovavat a prenadsSet osobni Udaje
subjektd Gdaji pro ucely vyzkumu dle
pokynll zadavatele, mimo jiné véetné téchto
situaci: (i) posouzeni zplsobilosti subjektd
Udaji pro studii a/nebo jiné vyzkumné
studie; (ii) fizeni, monitorovani, kontrola a
audit studie; (iii) analyzovani, kontrola a
ovérovani vysledk( studie; (iv) zpravy o
bezpecnosti a farmakovigilance v souvislosti

(V)

regulacnich dokumentd, financnich pfiznani,

se studii; priprava a predloZeni
korespondence a komunikace tykajici se
studie regulacnim organdm; (vi) kontroly a
Setfeni tykajici se studie ze strany
regulacnich organd; (vii) vlastni kontroly a
audity v CRO a

pridruzenych subjektli a u zadavatele, jeho

interni ramci jejich

pridruzenych  subjektti a licencovanych
partnerl; (viii) archivace a audity studijnich
zaznaml; (ix) publikovani
databazich

(x) dodrzovani zakonnych a

na webovych
strankdch a v klinickych
hodnoceni;
regulaCnich pozadavkl a (xi) (pouze v
pripadé zkousejiciho |ékare) uchovavani v
databazich usnadnujicich vybér zkousejicich
lékarll a pracovist pro budouci vyzkumné
studie.

Zadavatel bude spravcem Udajl pro tyto
osobni Udaje v mife, v jaké jsou tyto osobni
zadavateli nebo

Udaje predavany

these other parties for research purposes at the
direction of Sponsor, including, but not limited
to,
suitability of the Data Subjects for the Study
and/or other research studies; (ii) management,

the following: (i) assessment of the

monitoring, inspection and audit of the Study;
(ii) analysis, review and verification of the
Study (iv) safety
pharmacovigilance relating to the Study; (v)

results; reporting and
preparation and submission of regulatory filings,

financial disclosures, correspondence and
communications to regulatory agencies relating
to the Study; (vi) inspections and investigations
by regulatory authorities relating to the Study;
(vii) self-inspection and internal audit within the
CRO and its affiliates and within Sponsor, its
affiliates and licensing partners; (viii) archiving
and audit of Study records; (ix) publication on
research study websites and databases; (x)
with

requirements and (xi) (in the case of the

compliance legal and regulatory
Investigator only) storage in databases to
facilitate the selection of investigators and sites
for future research studies.

The Sponsor shall be the data controller for
such personal data to the extent that the
personal data is transferred to the Sponsor or
processed for Study purposes by CRO on the
Sponsor’s behalf. The CRO, as the company
responsible for conducting the Study for

Sponsor, was named by the Sponsor as Data
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zpracovavany pro Ucely studie ze strany CRO
jménem zadavatele. CRO, jakozto spolecnost
odpovédna za provadéni studie pro
zadavatele, byla zadavatelem jmenovana za
spravce Udajd a mdlze jmenovat lokalni
partnery a spravce databank jako dilci
zpracovatele (dajd, jak je dano evropskym
nafizenim ¢. 679/2016 a v regulatornich
ustanovenich. Pokud jinak CRO naklada s
jakymikoli osobnimi Udaji podle této smlouvy
pro vlastni ucely CRO nebo prostiednictvim
spravce Udajli, bude CRO spravcem udajll
pro tyto osobni Udaje v rozsahu, v jakém s
nimi naklada. CRO bude zpracovavat vsechny
,0sobni Udaje" subjektld udaji pro ucely
souvisejici se studii, pricemz veskeré takové
zpracovani v ramci Evropského
hospodarského prostoru bude provadéno v
souladu se zakony o ochrané osobnich udajd,
pfipadné (at uz v ramci Evropského
hospodarského prostoru, nebo mimo néj) v
souladu se vSemi platnymi zakony a predpisy
tykajicimi se ochrany Gdaji a soukromi
udaiju.

Zkousejici |ékaF a zdravotnické zafizeni timto
udéluji svlj souhlas a zavazuji se ziskat
veskeré nezbytné souhlasy od ostatniho
shromazd'ovanim,

persondlu  studie se

pouzivanim, zpracovanim a  prenosem
osobnich Udajti pro vySe uvedené Ucely.

Zdravotnické zarizeni a zadavatel mohou byt

Processor and, as provided by the European
Regulation 679/2016 and in respect of the
regulatory provisions, may appoint local
partners and managers of data banks as data
sub-processors. Otherwise if CRO deals with
any personal data under this Agreement for
CRO’s own purposes or otherwise in the manner
of a data controller, CRO shall be the data
controller of such personal data to the extent of
such dealings. CRO will process all "personal
data” of Data Subjects for study-related
purposes and all such processing within the
European Economic Area will be carried out in
accordance with the applicable data protection
legislation, and otherwise (whether within or
outside the European Economic Area) in
accordance with all applicable laws and
regulations relating to data protection and data
privacy.

Investigator and Institution hereby give their
consent and agree to obtain any necessary
consents from other Study staff, for the
collection, use, processing and transfer of
personal data for the above purposes.
Institution and Sponsor may be jointly and
Data

(depending on the nature of the data) in

solely  responsible as Controllers
respect of personal data of subjects enrolled in
the Study, and shall ensure that the applicable
data The

Investigator, as Data Processor, is responsible

protection laws are followed.
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spolecné a nerozdilné odpovédni jako spravci
Udajl (podle povahy téchto udajd) s ohledem
na osobni Udaje subjektd zafazenych do
studie a zajisti, ze budou dodrzeny platné
zdkony na ochranu osobnich  udajd.
Zkousejici |ékaf, jakozto zpracovatel udajd,
zajisténi  souhlasu
do

zpracovanim osobnich Gdaju.

bude odpovédny za

subjektd  zafazenych studie se

for obtaining the consent to processing of
personal data by the subjects enrolled in the
Study.

12. Vynalezy

a) Strany se vyslovné dohodly, ze na zakladé
této smlouvy zadna ze stran neprenese na
jakoukoli jinou stranu pravo nebo licenci
k jakymkoli patentlim, autorskym pravim di
jinym  vlastnickym pravim, kterd jsou
vlastnéna pri zahajeni Gc¢innosti této smlouvy
nebo vzniknou béhem vyzkumu provadéného
podle této smlouvy.

b) Zdravotnické zafizeni a zkousejici lékar
jednotlivé berou na védomi, Ze myslenka na
studii vznikla a byla rozvinuta zadavatelem
nebo pridruZzenou spolecnosti zadavatele a Ze
CRO nebo zadavatel oslovili zdravotnické
zarizeni a/nebo zkousejiciho Iékare za Ucelem
provadéni studie. Zkousejici lékar a/nebo
zdravotnické zafizeni budou v plném rozsahu
a neprodlené pisemné informovat zadavatele
o veskerych vyndlezech a vyvinutych

inovacich objevenych zdravotnickym

12. Inventions

a) It is expressly agreed that no party transfers
by operation of this Agreement to any of the
other parties any right in or license to any
patents, copyrights, or other proprietary right
owned as of the commencement date of the
Agreement or arising outside of the research
conducted under this Agreement.

each

b) Institution and

acknowledge that the idea for the Study was

Investigator

conceived and developed by Sponsor or an
affiliate of Sponsor and that CRO or Sponsor
approached Institution and/or Investigator to
the  Study.
Institution will fully and promptly disclose in

perform Investigator and/or

writing to Sponsor any inventions and

developments discovered by Institution or
Investigator, any sub-investigator or any of
their  respective

employees, agents, or
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zafizenim  nebo  zkouSejicim  lékarem,
libovolnym spoluzkousejicim nebo jakymikoli
jejich prislusSnymi zaméstnanci, zastupci Ci
dodavateli pfi provadéni studie nebo v
disledku pouZivani studijnich dat (souhrnné
jako ,vyvinuté inovace"). Zadavatel bude
vyhradnim majitelem s vyhradnimi pravy
k vyvinutym inovacim. Zdravotnické zafizeni
a zkousejici Iékar budou plné spolupracovat
se zadavatelem na prevodu prav zadavateli a
ziskani patentll nebo jejich zakonné ochrany

na né.

contractors in the conduct of the Study or as a
result of using data from the Study (collectively
“Developments”). Sponsor shall have sole
ownership and rights in any Developments.
Institution and Investigator shall fully cooperate
with Sponsor to vest rights therein in Sponsor
and to obtain patents or other legal protections
thereon.
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13. Propagace

a) CRO a zadavatel musi pisemné schvalit
tiskové zpravy zkousejiciho |ékare nebo

zdravotnického  zafizeni nebo  jejich
zaméstnanctli, zastupcl ¢i dodavatell tykajici

se studie, a to pred jejich zverejnénim.

b) Béhem studie a po jejim skonceni mohou

zkousejici lékaf a zdravotnické zarizeni
dostavat dotazy od zpravodajl ¢i financnich
analytikd. Zkousejici lékaf a zdravotnické
zarizeni se poradi s oddélenim pro lékarské
zalezitosti zadavatele nebo se zastupcem
CRO,

zdravotnickému

ktery byl zkouSejicimu Iékafi a

zarizeni prifazen, pred

odpovédi na jakykoli takovy dotaz.

c) Zdravotnické zafizeni ani zkousejici lékar
nebudou pouzivat nazev ¢ jméno CRO,
zadavatele ani zadného z jejich jednotlivych
dodavateld v

zaméstnancli, zastupcl i

jakychkoli  reklamnich ¢ prodejnich
propagacnich materidlech nebo v jakékoli
bez  predchoziho
CRO

situace. Aby vSak mohlo zdravotnické zarizeni

publikaci pisemného

souhlasu nebo zadavatele, podle

dodrzet své ohlasovaci povinnosti, mize
uvést zadavatele jako zadavatele studie i vysi
CRO a

zadavatel nebudou pouzivat nazev ¢i jméno

prijatych  finanCnich  prostredkd.

13. Publicity

a) CRO and Sponsor must approve, in writing,
press statements by Investigator or Institution
or any of their respective employees, agents, or
contractors regarding the Study before the
statements are released.

b) During and after the Study, Investigator and
Institution may receive inquiries from reporters
or financial analysts. Investigator and
Institution will confer with Sponsor’s Medical
Affairs Department or the CRO representative
assigned to Investigator and Institution before

responding to any such inquiry.

¢) Neither Institution nor Investigator shall use
the name of CRO, Sponsor, or any of their
respective employees, agents, or contractors in
any advertising or sales promotional material or
in any publication without the prior written
consent of CRO or Sponsor, as the case may
be. However, in order for Institution to satisfy
its reporting obligations, it may identify Sponsor
as the Study sponsor and the amount of
funding received. CRO and Sponsor shall not
use the name of Investigator, Institution or any
of their

respective employees, agents, or

contractors in any sales promotional material or
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zkousejiciho |ékare, zdravotnického zarizeni

nebo zadného z jejich  prislusnych

zaméstnancll, zastupcd ¢ dodavateld v

jakychkoli  reklamnich i prodejnich
propagacnich materidlech nebo publikaci bez
souhlasu

predchoziho pisemného

zkousSejiciho lékare nebo zdravotnického
zarizeni, podle situace. Bez ohledu na vyse
uvedené mohou zadavatel nebo CRO pouzit
nazev zdravotnického zafizeni a jméno
zkouSejiciho 1ékare bez jejich souhlasu v
registrech a strankach

na webovych

klinickych  hodnoceni, v materidlech a
sdélenich predkladanych regula¢nim organtim
a ve védeckych pracich a prezentacich, kde
se uvadeéji nazvy Ci jména vSech ucastnickych
pracovist’ lékard v

a/nebo  zkousejicich

souladu se zasadami Ci  podminkami
prislusného Casopisu, spolec¢nosti nebo jinymi

prislusnymi zasadami ¢i podminkami.

publication without prior written consent of
Investigator or Institution, as the case may be.
Notwithstanding the forgoing, Sponsor or CRO

may use the name of Institution and

Investigator, without their consent, in research

study registries and websites, regulatory

submissions and communications, and in

scientific papers and presentations where the
names of all participating sites and/or
investigators are mentioned in accordance with
the relevant journal, society or other applicable

publication policies or conditions.
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14. Doba trvani a ukonceni platnosti

smlouvy

a) Tato smlouva nabyva ucinnosti k datu
uverejnéni v Registru smluv a zlstane v plné
platnosti a Ucinnosti v prlibéhu celého trvani
studie, priemz ukoneni se ocekava
nejpozdéji v XXX pokud nebude predcasné
vypovézena Vv souladu s ustanovenimi tohoto

¢lanku.

b) Zadavatel a CRO si vyhrazuji pravo ukoncit
Ucast zdravotnického zafizeni a zkousejiciho
|ékafe nebo jakéhokoli subjektu ve studii,
pripadné ukoncit samotnou studii, a to
kdykoli a z jakéhokoli ddvodu ¢i bez udani
dlvodu.

c) ZkouSejici lékar a/nebo zdravotnické
zarizeni mohou vypovédét tuto smlouvu

pisemnou vypovédi se lh{tou tficeti (30) dnd,

14. Study Term and Termination

a) This Agreement shall commence on the date
of publication in the Contract Register and shall
continue in full force and effect for the full
duration of the Study which is expected to be
no longer than XXX, unless earlier terminated in
accordance with the provisions of this Section.

b) Sponsor and CRO reserve the right to
terminate the participation of Institution and
Investigator or any subject in the Study or the
Study itself at any time and for any or no

reason.

¢) Investigator and/or Institution may terminate
this Agreement upon thirty (30) days prior

written notice if:

pokud:

i zkousejici  lékaf  nebude  moci | j  the Investigator is unable to continue
pokracovat ve studii a nebude urcen the Study and a replacement acceptable
nahradnik pfijatelny pro zadavatele a to Sponsor and Institution is not
zdravotnické zarizeni; identified;

i. CRO zavainym zplisobem porusi| i  CRO materially breaches the Agreement
smlouvu, pfiCemz toto  poruseni and such breach is not cured within
nebude napraveno do tficeti (30) dni thirty (30) days of receipt of written
od prijeti pisemného oznameni o notice thereof; or
tomto poruseni; nebo
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iii. prislusny vladni nebo zdravotnicky
urad nebo IRB/EK zdravotnického
zarizeni (dle situace) odvold souhlas
se studii.

d) V pripadé ukonceni budou provedeny

Uhrady za vSechny zaznamy subjekt(
hodnoceni prfijaté v souladu s protokolem,
které byly vyhotoveny az do data Ucinnosti
ukonceni smlouvy, a za vSechny primérené,
vydaje,
které vznikly zdravotnickému zafizeni nebo

dokumentované nestornovatelné
zkouSejicimu Iékafi v souvislosti se studii a
které poZaduje protokol a uvadi rozpocet.
Pokud platby presahnou castku splatnou za

sluzby provedené podle protokolu,
zdravotnické zafizeni bez prodleni vrati
preplatek CRO.

CRO ani zadavatel nebudou odpovidat

zdravotnickému zafizeni a zkousejicimu lékari
za jakékoli usSlé zisky, ztracené prilezitosti

nebo jiné nasledné skody.

iii. the approval for the Study is withdrawn
by the applicable government or health
authority or Institution’s IRB/EC (if

applicable).

d) In the event of termination, payments will be
made for all Case Report Forms received in
accordance with the Protocol that have been
up
termination and any reasonable, documented

performed to the effective date of
non-cancelable costs which were incurred by
Institution or Investigator in connection with
the Study as required under the Protocol and
contemplated in the Budget. If the payments
the

performed under the Protocol, Institution shall

exceed amount owed for services

promptly return the excess balance to CRO.

Neither CRO nor Sponsor shall be responsible to
the Institution and Investigator for any lost
lost other

profits, opportunities,  or

consequential damages.

15. Pretrvani platnosti ustanoveni

Zavazky uvedené v Castech 5, 7, 8, 9, 10,
11, 12, 13, 18, 20 a 22 budou platné i po
vyprseni, ukonceni ¢i zruSeni platnosti této

smlouvy.

15. Survival

The obligations under Sections 5, 7, 8, 9, 10,
11, 12, 13, 18, 20, and 22 shall survive the
expiration, termination, or cancellation of this

Agreement.

16. Postoupeni

16. Assignment
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a) Jakékoliv postoupeni této smlouvy nebo
jakychkoli prav ¢i zavazk( zde uvedenych
zkousSejicim lékarem nebo zdravotnickym
zafizenim na treti stranu bude vyZadovat

predchozi pisemny souhlas CRO a zadavatele.

a) Jakékoli postoupeni ze strany CRO na
jinou treti stranu neZz zadavatel nebo jeho
pridruzeny subjekt bude vyzadovat predchozi
pisemny souhlas zadavatele, ale nebude
pritom nutny souhlas zdravotnického zafizeni

nebo zkousejiciho Iékare.

c) ZkousSejici Iékar, zdravotnické zafizeni a
CRO timto potvrzuji, Zze zadavatel mdze sam
na sebe nebo na treti stranu prevést
odpovédnost za jakakoli nebo veSkera prava
a zavazky zadavatele nebo CRO podle této
smlouvy na zdakladé pisemného oznameni
zkousejicimu |ékari, zdravotnickému zarizeni
a CRO.

a) Any assignment of this Agreement or any
rights or obligations hereunder by Investigator
or Institution to a third party shall require the
prior written consent of CRO and Sponsor; and

a) Any assignment by CRO to any third party
other than Sponsor or its affiliate shall require
the prior written consent of Sponsor, but shall
not require the approval of Institution or
Investigator.

¢) Investigator, Institution and CRO hereby
acknowledge that Sponsor may assign to itself
or a third party responsibility for any or all of
Sponsor's or CRQO’s rights and obligations
hereunder by written notice to Investigator,

Institution and CRO.

17. Nezavisly smluvni dodavatel

Pri provadéni studie budou zkousejici lékar a
zdravotnické zarizeni jednat jako smluvni
dodavatel nezavisly na CRO a zadavateli, a
nikoliv jako zastupce, partner ¢i zaméstnanec
lékar,

CRO nebo zadavatele. Zkousejici

zdravotnické zafizeni ani jejich prislusni

17. Independent Contractor

In conducting the Study, Investigator and

Institution will each be acting as an
independent contractor with respect to CRO and
Sponsor, and not as an agent, partner, or
of CRO or Neither

Institution, any of their

employee Sponsor.

Investigator, nor
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zameéstnanci, zastupci ¢i dodavatelé nebudou | respective employees, agents, or contractors,
opravnéni uzavirat dohody se tretimi | shall have any authority to make agreements
stranami, které by byly zavazujici pro CRO | with third parties that are binding on CRO or
nebo zadavatele. Sponsor.

18. Cela smlouva, zmény a dodatky 18. Entire Agreement; Amendments

Tato smlouva predstavuje Uplné ujednani | This Agreement represents the entire
stran a nahrazuje vSechny predchozi dohody | understanding between the parties, and
(pfimé ¢i nepfimé) mezi stranami tykajici se | supersedes all other agreements, express or
predmétu této smlouvy. Tuto smlouvu nelze | implied, between the parties concerning the
upravovat ¢i pozménovat jinak nez pisemnym | subject matter hereof. This Agreement may not
dokumentem  podepsanym  opravnénymi | be amended or modified in any manner except
zastupci stran. by a written document signed by authorized
representatives of the parties.

19. Oznameni 19. Notices

VSechna oznameni, pozadavky, Zadosti nebo | All notices, demands, requests, or other
jind sdéleni, jejichz predani, doruceni nebo | communications which may be or are required
odeslani jednou stranou druhé strané mize | to be given, served, or sent by any party to any
byt nebo je vyZzadovano podle této smlouvy | other party pursuant to this Agreement
(souhrnné ,oznameni), budou v pisemné | (collectively, “Notices”) shall be in writing and
podobé a budou zasilany expresni postou, | shall be mailed by first-class, registered or
doporuenou postou s doruCenkou s | certified mail, return receipt requested, postage
predplacenym postovnym nebo dorucovany | pre-paid, or hand-delivered (including delivery
osobné (vCetné doruceni kuryrem), pfipadné | by courier) or sent by fax or electronic
odeslany faxem  nebo  elektronickym | transmission, addressed as follows:

prenosem na nasledujici adresy:

Original pro CRO: S kopii pro: CRO original: With a copy to:
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Medineos S.U.R.L.
Viale Virgilio 54/U
Modena 41123

Italy
Original pro S

Takeda
Pharmaceuticals

International AG

Zurich,

Switzerland

Original pro S kopii pro:
zdravotnické

zarizeni:

FN Plzen

alej Svobody

923/80, 323 00

Plzen, Severni

Predmésti

Original pro S kopii pro:

zkousejiciho

Iékare:

Medineos S.U.R.L.
Viale Virgilio 54/U
Modena 41123

Italy
With a copy to:

Sponzor original:

Takeda

Pharmaceuticals

Takeda

Pharmaceuticals

International AG International AG

Zurich, Zurich, Switzerland

Switzerland

Instituition With a copy to:
Original:

FN Plzen

alej Svobody

923/80, 323 00

Plzen, Severni

Predmeésti

Investigator With a copy to:

Original:

20. Rozhodné pravo
Tato smlouva bude vykladana v souladu se
zakony Ceské republiky bez ohledu na kolizni

normy.

20. Governing law
This be
accordance with the laws of the Czech Republic

agreement shall interpreted in

regardless of the conflict rules.
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21. Stejnopisy

Tato smlouva mlze byt vyhotovena v jednom
¢i  vice stejnopisech  prostrednictvim
povéfenych signatarll kazdé strany, pficemz
kazdy stejnopis bude po podepsani a
doruceni faxem, elektronickym prenosem,
poStou nebo kuryrni sluzbou origindlem a
vSechny budou predstavovat jednu a tutéz

smlouvu.

21. Counterparts

This Agreement may be executed in one or
more counterparts by authorized signatories of
each party, each of which counterpart when
executed and delivered by facsimile, electronic
transmission, mail or courier service will be an
original and all of which shall constitute one and
the same Agreement.

22. Dodrzovani protikorupcnich zakont

Pfi  provadéni studie pro zadavatele
zdravotnické zarizeni, zkouSejici 1ékar a jejich
prislusni zaméstnanci, zastupci a dodavatelé
(i) nebudou nabizet Uplatu, provadet,
slibovat, autorizovat ¢i prijimat jakoukoli
platbu ani nepredaji nic hodnotného, mimo
jiné vcetné uplatkd, at’ uz pfimo, ¢i nepfimo,
jakémukoli verejnému Ciniteli, regulacnimu
Uradu nebo komukoli jinému s cilem ovlivnit,
vyvolat nebo odménit né&jaké konani,
nekonani nebo rozhodnuti za Ucelem zajisténi
nezakonné vyhody nebo ziskani ¢i zachovani
zakazek; a (ii) budou dodrzovat vesSkeré
platné protikorupni a protitplatkarské
zakony a predpisy. Zdravotnické zafizeni
nebo zkousejici lékaf budou neprodlené
informovat CRO a zadavatele, jakmile se
dozvi o jakémkoli poruseni zavazki

zdravotnického zafizeni nebo zkousejiciho

22. Compliance with Anti-Corruption Laws

In conducting the Study for Sponsor,
Institution, Investigator and their respective
employees, agents, and contractors (i) shall not
offer to make, make, promise, authorize or
accept any payment or give anything of value,
including but not limited to bribes, either
directly or indirectly to any public official,
regulatory authority or anyone else for the
purpose of influencing, inducing or rewarding
any act, omission or decision in order to secure
an improper advantage, or obtain or retain
business and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and
regulations.  Institution or Investigator shall
notify CRO and Sponsor immediately upon
becoming aware of any breach of Institution’s
or Investigator’s obligations under this Section.
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|ékare podle této Casti.

23. Zverejnéni v souladu se zakonem ¢&.

340/2015  Sb. @] registru smluv

Instituce, zadavatel a CRO timto ujistuji, Ze
udaje o této Smlouvé musi byt zvefejnény
podle zakona €. 340/2015 Sb., o registru
smluv:  https://smlouvy.gov.cz/  ("Registr
smluv").

Strany se dohodly, Ze v ramci této publikace
nebudou zvefejnény ani vefejné pristupné
zadné obchodni tajemstvi nebo osobni
informace. Pro ucely této smlouvy takové
obchodni tajemstvi zahrnuje, ale neni
omezeno na: platebni informace pfipojené

jako pfiloha A, minimalni poCet zarazenych

subjekt’  hodnoceniu, ocekavany pocet
zarazenych subjektu hodnoceni a
pfedpokladana doba trvani studie. V

dusledku

zverejnéni

toho se strany dohodly na

této dohody, ve které byly
redigovany vSechny obchodni tajemstvi a
osobni informace.

Toto je pfipojeno k tomuto dokumentu jako
pfiloha B ("odsouhlasena verze"). Smluvni
Ze zdravotnické

strany souhlasi s tim,

zarizeni  zvefejni odsouhlasenou verzi v
registru smluv do péti pracovnich dni od
data konec¢ného podpisu této dohody. V dobé
bude

informovat CRO / zadavatele o zvefejnéni

zverejnéni zdravotnické  zafizeni

23. Publication in accordance with Act no.
340/2015 Coll. on Contract Register

CRO
acknowledge that details of this Agreement are

Institution,  Sponsor  and hereby
required to be published pursuant to Act no.
340/2015 Sb., the official

https://smlouvy.gov.cz/ ("Agreements

on register:
Register”).

The Parties agree that no business secrets or
personal information shall be disclosed or made
public as part of such publication. For the
purposes of this Agreement, such business
secrets include but are not limited to: payment
information attached as Exhibit A, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of
the Study. As a result, the Parties have agreed
a version of this Agreement for publication, in
which all business secrets and personal
information have been redacted. This is
attached hereto as Exhibit B (“Agreed Form”).
The Parties agree that the Institution shall
effect the publication of the Agreed Form on
the Agreements Register within 5 working days
of the Date of Final
Agreement. At the time of publication the

Signature of this
Institution will inform CRO / Sponsor of
publishing the Agreement in the Agreements
Register by designating the following email
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smlouvy v registru smluv tim, na nasledujici
XXX,

adresy, na které bude odeslano oznameni

e-mailovou adresu: jako e-mailové

zverejnéni v smluv.
Pokud

odsouhlasenou verzi

rejstriku
zdravotnické zafizeni nezvefejni
této smlouvy do 5
pracovnich dnu od data kone&ného podpisu,
CRO

odsouhlasenou verzi. dohodnuty formulaf

muze Sponzor nebo zvefejnit
Smluvni strany se dohodly, Ze tato dohoda
vstoupi v platnost, dokud nebude schvalena
timto

verzezvefejnéna v  souladu s

ustanovenim ("datum ucinnosti").
V pfipadé, ze je platnost odsouhlasené verze
zpochybnéna po zvefejnéni, strany si tuto
skute¢nost navzajem oznami, jakmile to bude
rozumné proveditelné, poté, co se o této
vyzvé dozvédi, a budou spolupracovat, aby
se dohodly na revidovaném znéni schvalené
verze k publikaci.
Zdravotnické zafizeni v zadném pfipadé
neuvefejni tuto smlouvu v jakékoli jiné formé
nez ve schvalené verzi, dokud to neni
potvrzeno pisemné s pisemnym souhlasem
CRO a zadavatel.

[Zbytek této stranky je zamérné ponechan

prazdny.]

address: XXX as the email addresses to which a
notification of publication in the Agreements
register shall be sent. Should the Institution fail
to publish the Agreed Form of this Agreement
within 5 working days from the Date Of Final
Signature, the Sponsor or the CRO may publish
the Agreed Form. If the signature date of this
Agreement is on or after 1 July 2017, the
Parties agree that this Agreement shall not
come into effect until the Agreed Form has
been published in accordance with this clause
(“Effective Date”).

In the event that there is a challenge to the
validity of the Agreed Form, once it has been
published, the Parties shall notify each other as
soon as reasonably practicable upon becoming
aware of such challenge and shall work
together to agree a revised version of the

Agreed Form for publication.

In no event shall the Institution publish this
Agreement in any form other than the Agreed
Form, unless agreed in advance in writing with

CRO and Sponsor.

[Remainder of this page intentionally left
blank.]
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Na dlkaz c¢ehoz strany uzavriely tuto
smlouvu, kterd bude Uc¢inna k datu Ucinnosti

uvedenému vyse.

MediNeos S.U.R.L.

Podepsal/a

Jméno:

Funkce

Datum
MediNeos S.U.R.L.

Podepsal/a:

Jméno:

Funkce:

Datum:

Fakultni nemocnice Plzen

In Witness Whereof, the parties have executed
this Agreement and it shall be effective as of
the Effective Date set forth above.

MediNeos S.U.R.L.

By

Name:

Title

Date:
MediNeos S.U.R.L.

By

Name

Title

Date:

Fakultni nemocnice Plzen

By
Podepsal/a:
Name:
Jméno:
Title
Funkce:
Date:
Datum:
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Podepsal/a:

Funkce:

Datum:

[NAZEV/ADRESA PRACOVISTE]

Datum:

. [NAZEV/ADRESA ZDRAVOTNICKEHO

ZARIZENI]
By

Title

Date:

[NAME/ADDRESS OF SITE]
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PRILOHA A EXHIBIT A

[ROZVRH PLATEB A ROZPOéET] [PAYMENT SCHEDULE AND BUDGET]
Vymezeni pojim{ Definitions
Poplatek za zahajeni studie: Study start-up fee:
Platebni metody Payment Methods
Invoicing

address invoice to

Fakturace
send invoice to:

adresujte fakturu:
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